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DETAILED ACTION 

This Office Action is in response to the RCE filed 03/02/2009. No new claims 
have been added. 

Applicant's arguments filed 03/02/2009 have been fully considered. Rejections 
and/or objections not reiterated from previous Office Actions are hereby withdrawn. The 
following rejections and/or objections are either reiterated or newly applied. They 
constitute the complete set of rejections and/or objections presently being applied to the 
instant application. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 5 and 8-12 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 5 and 8 provide for the use of the dipeptidyl peptidase IV inhibitor, but, 
since the claims do not set forth any steps involved in the method/process, it is unclear 
what method/process applicant is intending to encompass. A claim is indefinite where it 
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merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 5 and 8-12 were rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ahren et al. (Eur. J. Pharmacol., 2000) in view of Nauck et al. (Diabetes Care, 
1998). 

The rejection is maintained. 

The Applicant argues that neither Ahren et al. nor Nauck et al. disclose or 
suggest a method of treating diabetes with sulfonylurea secondary failure, or of 
promoting insulin secretion in a diabetic patient with secondary failure, by administering 
a dipeptidyl peptidase IV inhibitor that is used to close an ATP-sensitive K+ channel that 
has become unable to be closed as a result of stimulation by a sulfonylurea receptor 1- 
binding compound. Neither suggests that dipeptidyl peptidase IV inhibitor that is used 
to close an ATP-sensitive K+ channel in a diabetic patient with sulfonyl secondary 
failure. 

While the Examiner agrees with the arguments of Applicant that neither prior art 
reference teaches how the dipeptidyl peptidase IV inhibitor is used, he notes that the 



Application/Control Number: 10/573,868 Page 4 

Art Unit: 1612 

amendments of the claims have not altered the scope of the method of the instant 
claims. The claims positively recite as the sole active step of administering an effective 
amount of a dipeptidyl peptidase IV inhibitor, given that "used" does not circumscribe a 
positive process step (as discussed above), and therefore the prior art still reads on the 
instant claims. Moreover, the fact that applicant has recognized another advantage 
which would flow naturally from following the suggestion of the prior art cannot be the 
basis for patentability when the differences would otherwise be obvious. See Ex parte 
Obiaya, 227 USPQ 58, 60 (Bd. Pat. App. & Inter. 1985). The combined prior art of 
Ahren et al. and Nauck et al. are drawn to a method of treating diabetes with 
sulfonylurea secondary failure by administering a dipeptidyl peptidase IV inhibitor. 
Since substantially the same compound as the instant invention increased levels of 
GLP-1, it would therefore stimulate insulin secretion in patients with diabetes with 
sulfonylurea secondary failure. The physiological function of the compound is based on 
its structure and therefore it would be reasonably expected to close ATP sensitive K+ 
channels and perform any other physiological functions ascribable to its structure when 
administered to treat diabetes with sulfonyl secondary failure. 



All claims are rejected. 
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Conclusion 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darryl C. Sutton whose telephone number is 
(571)270-3286. The examiner can normally be reached on M-Th from 7:30AM to 
5:00PM EST or on Fr from 7:30AM to 4:00PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass, can be reached at (571)272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 



/Darryl C Sutton/ 
Examiner, Art Unit 1612 

/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



